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Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )KI Responsive to communication(s) filed on 25 March 2008 . 
2a )^ This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1,4-13 and 16-27 is/are pending in the application. 

4a) Of the above claim(s) 1,4-12,25 and 28 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) |EI Claim(s) 13.16-24,26 and 27 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) Q The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

20 Certified copies of the priority documents have been received in Application No. . 

3.Q Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

Claims 1, 4-13, 16-27 are pending. 

Response to Amendment 

Applicant's amendment and response filed on 3/25/2008 has been received and 
entered into the case. 

Claims 2, 3, 14 and 15 have been canceled, claims 1, 4-12 and 25 are withdrawn 
from consideration as being drawn to non-elected subject matter, and claims 13, 16-24, 
26 and 27 have been considered on the merits. All arguments have been fully 
considered. 

The claim objection has been withdrawn due to the amendment. 
The claim rejection under 35 U.S.C.§103 has been withdrawn due to the 
amendment. However, the claims are rejection under a new ground of rejection. 
Claim Rejections - 35 USC §112 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 13, 16-24, 26 and 27 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. 

The intended scope and meaning of the claimed invention are unclear. The 
current invention is drawn to a cell culture composition. 

The language of a claim must make it clear what subject matter the claim 
encompasses to adequately delineate its "metes and bounds". See, e.g., the following 
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decisions: In re Hammack, 427 F 2d. 1378, 1382, 166 USPQ 204, 208 (CCPA 1970); In 
re Venezia 530 F 2d. 956, 958, 189 USPQ 149, 151 (CCPA 1976); In re Goffe, 526 F 
2d. 1393, 1397, 188 USPQ 131, 135 (CCPA 1975); In re Watson, 517 F 2d. 465, 477, 
186 USPQ 11, 20 (CCPA 1975); In re Knowlton 481 F 2d. 1357, 1366, 178 USPQ 486, 
492 (CCPA 1973). 

Claim 13 discloses "a cell culture composition" and it is not clear what is 
composed of the cell culture composition. Based on the process steps in the claim, it 
appears that the composition comprises human ES cells. However, it is not clear 
whether applicant intends to claim human ES cells, which are extremely well known in 
the art. As indicated in the response to the previous office action, it does not look like 
that applicant intends to claim undifferentiated human ES cells. It appears that the 
current invention is a method of making human ES cell composition rather than the 
product itself. However, the current claims are interpreted as the invention claimed is 
undifferentiated human ES cells. Applicant is advised to amend the claims in order to 
provide its metes and bounds to make the scope of the invention clear. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 13, 16-24, 26 and 27 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Reubinoff et al. (US 2002/0068045). 
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The claims are interpreted as drawn to a culture composition comprising 
undifferentiated human ES cells expressing Oct-4, SSEA-4 and alkaline phosphate. 

Reubinoff et al. teach undifferentiated human ES cells positive for Oct-4, SSEA-4 
and alkaline phosphate (see Abstract, para. 8, 26, 64, 93, 358, 359 and Example 2). 

The newly amended claim 13 and its dependent claims are considered as 
product by process. The term "proliferating" in line 2 of claim 13 renders the limitation as 
an active process step rather than the structural description of the cell culture 
composition. 

M.P.E.P. § 2113 reads, "Product-by-process claims are not limited to the 
manipulations of the recited steps, only the structure implied by the steps." 

"Even though product-by-process claims are limited by and defined by the 
process, determination of patentability is based on the product itself. The patentability of 
a product does not depend on its method of production. If the product in the product-by- 
process claim is the same as or obvious from a product of the prior art, the claim is 
unpatentable even though the prior product was made by a different process." In re 
Thorpe, 777 F.2d 695, 698, 227 USPQ 964, 966 (Fed. Cir. 1985) (citations omitted). 

The structure implied by the process steps should be considered when assessing 
the patentability of product-by-process claims over the prior art, especially where the 
product can only be defined by the process steps by which the product is made, or 
where the manufacturing process steps would be expected to impart distinctive 
structural characteristics to the final product. See, e.g., In re Garnero, 412 F.2d 276, 
279, 162 USPQ 221, 223 (CCPA 1979) 
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The use of 35 U.S.C. §§ 102 and 103 rejections for product-by-process claims 
has been approved by the courts. "[T]he lack of physical description in a product-by- 
process claim makes determination of the patentability of the claim more difficult, since 
in spite of the fact that the claim may recite only process limitations, it is the patentability 
of the product claimed and not of the recited process steps which must be established. 
We are therefore of the opinion that when the prior art discloses a product which 
reasonably appears to be either identical with or only slightly different than a product 
claimed in a product-by-process claim, a rejection based alternatively on either section 
102 or section 103 of the statute is eminently fair and acceptable. As a practical matter, 
the Patent Office is not equipped to manufacture products by the myriad of processes 
put before it and then obtain prior art products and make physical comparisons 
therewith." In re Brown, 459 F.2d 531, 535, 173 USPQ 685, 688 (CCPA 1972). 

In order to overcome the rejection, applicant is advised to provide a clear 
evidence to prove the difference between undifferentiated human ES cells of the 
reference and that of the claimed invention produced by the process steps. In the 
absence of such evidence, the reference anticipates the claimed invention. 

Conclusion 

No claims are allowed. 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See M PEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Taeyoon Kim whose telephone number is (571)272- 
9041 . The examiner can normally be reached on 8:00 am - 4:00 pm ET (Mon-Thu). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Wityshyn can be reached on 571-272-0926. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Leon B Lankford/ 

Primary Examiner, Art Unit 1651 

Taeyoon Kim 
AU-1651 



